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Office Action Summary 


Application No. 

09/825,423 


Applicant(s) 
WEBER ETAL 


Examiner 

David J. Steadman 


Art Unit 
1656 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, howevor, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 



I) K Responsive to communication(s) filed on 09 November 2007 . 
2a)D This action is FINAL. 2b)Q This action is non-final. 

3) ^ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [>3 Claim(s) 1.7-9.11,21 and 22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) E3 Claim(s) 1.7-9.11.21 and 22 is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 03 April 2001 is/are: a)[3 accepted or b)D objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. Seie 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) |_J Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) 
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Part of Paper No./Mail Date 20080130 
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DETAILED ACTION 
Status of the Application 

[1] Claims 1 , 7-9, 1 1 , and 21-22 are pending in the application. 

[2] Applicant's amendment to the claims, filed on 1 1/9/07, is acknowledged. This 

listing of the claims replaces all prior versions and listings of the claims. 

[3] Applicant's arguments filed on 8/16/07 and 1 1/9/07 in response to the Office 

communications mailed on 7/26/07 and 10/22/07, respectively, have been fully 

considered and are deemed to be persuasive to overcome all outstanding rejections 

and/or objections as previously applied. 



Claim Rejections - 35 USC § 112, First Paragraph 

[4] The written description and scope of enablement rejections of claims 1 , 7-9, and 
21-22 under 35 U.S.C. 112, first paragraph, are withdrawn in view of the instant claim 
amendment to limit the polypeptide of claims 1, 7, and 21 to being "non-crystalline". 

In analyzing the specification's descriptive support for the limitation of "non- 
crytalline", it is noted that according to MPEP 2173.05(i), "Any negative limitation or 
exclusionary proviso must have basis in the original disclosure. If alternative elements 
are positively recited in the specification, they may be explicitly excluded in the claims. 
See In re Johnson, 558 F.2d 1008, 1019, 194 USPQ 187, 196 (CCPA 1977)". See also 
the Court's holding in Ex parte Parks, 30 USPQ2d 1234 (Bd. Pat. App. & Int. 1993), ll [i]n 
rejecting a claim under the first paragraph of 35 U.S.C. 1 12 for lack of adequate 
descriptive support, it is incumbent upon the examiner to establish that the originally- 
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filed disclosure would not have reasonably conveyed to one having ordinary skill in the 
art that an appellant had possession of the now claimed subject matter. Wang 
Laboratories, Inc. v. Toshiba Corp., 993 F.2d 858, 26 USPQ2d 1767 (Fed.Cir. 1993). 
Adequate description under the first paragraph of 35 U.S.C. 112 does not require literal 
support for the claimed invention. In re Herschler, 591 F.2d 693, 200 USPQ 71 1 (CCPA 
1979); In re Edwards, 568 F.2d 1349, 196 USPQ 465 (CCPA 1978; In re Wertheim, 
541 F.2d 257, 191 USPQ 90 (CCPA 1976). Rather, it is sufficient if the originally-filed 
disclosure would have conveyed to one having ordinary skill in the art that an appellant 
had possession of the concept of what is claimed. In re Anderson, 471 F.2d 1237, 176 
USPQ 331 (CCPA 1973)." 

In this case, while there does not appear to be in haec verba support for the 
limitation of "non-crystalline" in the specification, it is noted that the specification 
throughout positively recites "crystal" or "crystalline" polypeptides as encompassed by 
the claims and further, the specification throughout contemplates the polypeptides 
encompassed by the claims in a non-crytsalline form, i.e., in solution. As such, it is the 
examiner's position that the limitation of "non-crystalline" finds adequate descriptive 
support in the original application as filed. 

Ex Parte Quayle 

[5] This application is in condition for allowance except for the following formal 
matters: 
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[a] The use of the trademark "American Type Culture Collection" has been noted in 
this application at p. 17, line 27 of the substitute specification filed on 12/14/05. It should 
be capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

[b] This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) 
and (a)(2). However, this application fails to comply with the requirements of 37 

CFR 1.821 through 1.825; applicants' attention is directed to the final rulemaking notice 
published at 55 FR 18230 (May 1, 1990), and 1114 OG 29 (May 15, 1990). To be in 
compliance, applicants should identify nucleotide sequences of at least 10 nucleotides 
and amino acid sequences of at least 4 amino acids in the specification by a proper 
sequence identifier, i.e., "SEQ ID NO:" (see MPEP 2422.01). If these sequences have 
not been listed in the computer readable form and paper copy of the sequence listing, 
applicant must provide an initial computer readable form (CRF) copy of the "Sequence 
Listing", an initial paper copy of the "Sequence Listing", as well as an amendment 
directing its entry into the specification, and a statement that the content of the paper 
and CRF copies are the same and, where applicable, include no new matter as required 
by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 1.821(b) or 1.825(d). See particularly 
the amino acid sequence G-S-H-M as disclosed at p. 18, line 22 of the substitute 
specification filed on 12/14/05. 
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Conclusion 

Prosecution on the merits is closed in accordance with the practice under Ex 
parte Quayle, 25 USPQ 74, 453 O.G. 213, (Comm'r Pat. 1935). 

A shortened statutory period for reply to this action is set to expire TWO 

MONTHS from the mailing date of this letter. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David J. Steadman whose telephone number is 571- 

272- 0942. The examiner can normally be reached on Mon to Fri, 7:30 am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr Bragdon can be reached on 571-272-0931. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/David J. Steadman/ 
David J. Steadman, Ph.D. 
Primary Examiner 
Art Unit 1656 



